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Consent For Storing Blood, Tissue or Body Flaid
APPROVED BY THE BIOMEDICAL IRB With ldentifving Information

THE UNIVERZITY OF MORTH CAROLINA
Addendum to Consent for Participation in:

#99-EPA-283, Physiological, Cellular, and Biochemical Effects of Diesel Exhaust in Healthy Young Adults,
AM.C. Madden, Principal Investigator

You are asked to give permission for some of your Blood, tssee or body fluid {collectively referred to as
“specimens™) which will be collected in this research study to be stored for future medical research studies.

The specimens will be stored at the UNC School of Medicine, UNC Hospitals, or another site. Al identifying
information including your name and medical record number will be removed from the specimens and replaced with
o code. Dr. Michael C. Madden and his associates will have access to the specimens and the code which links the
specimen to you. There is no cost to You of your insurance company for the storage and use of the specimens.

Although every effort will be made 1o keep research records private, there may be times when federal or state law
requires the disclosure of those records, including personal information about you. When disclosure is required, the
UNC School of Medicine andfor UNC Hospitals will take all stzps allowable by law to protect the privacy of your
personal information.

By signing this form, you will donate the spacimens for medical research purposes. Your donation does not entitle
you to compensation from any commercial use of the products that may be derived from the specimen. The research
studies in which the specimens may be used have not yet been determined, but they may involve genetic research.
Before any research involving the specimens is conducted, a committes at the UNC School of Medicine called The
Committee on the Protection of the Rights of Human Subjects will review and approve the research proposal.

Tn some cases, the Committes may require that you be contacted and asked for your consent to participate in the
specific research study in which the specimens will be used. You have the right not to participate in any research
study for which your consent is sought. Refusal to participate will not jeopardize your medical care or result in loss
of benefits to which you are entitled.

In other cases, the Commitiee may require that you be notified about the results of a research study in which the
specimens were used. You have the right o be told the results and their meaning, or to decide not to be told of those
results, or to have the information sent directly to your personal physician,

You are asked to provide your social security number and agree that it may be used by
Dv. Madden  and his associates if it necessary to contact you 1o ask your consent to participate in a specific
research study or to notify you about the results of the study.

The specimens may be shared with other institutions and research studies may be conducted at several locations at
the same time. Non-identifying personal information about you will be provided to investigators from other
institutions.

If in the future you should decide that you no longer wish for the specimens to be stored, you may contact Dr.
Madden andfor his associates at the U5, Environmental Protection Agency (919)-966-6237 or The Committes on
the Protection of the Rights of Human Subjects at (919) 966-1344 and request that the specimens be disposed of
according to standard medical research procedures. If you do not make such a request, the specimens will be stored
indefinitely. They may be disposed of at any time at the discretion of the investigators.

Before signing this consent form, please read the brochure entitled Information About Storage and Use of
Specimens With Identifying Information that is designed to answer your questions.
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Please check which course of action is to be followed in case, even with your social security number, the
investigators cannot find you after reasonable time and effort:



ch. {N genetic testing to p-:l'I'UTI'I:'Iﬂd

reh. (N0 penetic testing 10 be performed)

I request that the wdentifying code be removed from the specimens;
after that is done the specimens may continue to be stored and wsed for as-yet-undesignated purposes NOT

INCLUDING genetic research.

D request that the specimens be disposed of.

I consent o the donation and storage of the specimens, as described above,

Mame of Subject Drate

Social Security Number



There may be times when the Committee will require that you be notified about the results of a research
study in which your specimens were used. You have the right to be told of the results and their meaning, or
to decide mot 1o be told of those results, or 1o have the information sent directly to your personal physician.

HOW WILL RESEARCHERS FIND YOU IN THE FUTURE?

If you decide 10 allow the specimens 1o be stored and used in future medical research studies, you will be
asked 1o provide your social security number. Your social security number will be used by the researchers
and their associates in this study when it is necessary (o contact you to seek your consent to participate in &
specific research study or 10 notify you about the results of that study.

If you allow your specimens to be stored with identifying information, you will be asked to choose, at the
time you sign the consent form, a course of action that will be taken in the event that the researchers are
unable to locate you in the future, even with your social security number, The options include allowing
continued storage and use of your specimens with the identiflying code remaining. continued storage and
use of the specimens after removing the identifying code, and disposing of the specimens according o
standard medical procedures,

WILL THE SPECIMENS BE SHARED WITH OTHER INSTITUTTONS?

The specimens may be shared with researchers from other institutions. Research studies may be conducted
at several locations at the same time.

Mo identifying personal information about you will be provided to researchers from other institutions whio
will use the specimens.

HOW LONG WILL THE SPECIMENS BE STORED?

The specimens will be stored indefinitely. Specimens may olso be disposed of at any time

it the discretion of the investigators, using standard medical procedures, If in the future you should decide
that you no longer wish for the specimens to be stored. you may contact the researcher andfor histher
associates on the study in which you are participating. You may lso contact The Committee on the
Protection of the Rights of Human Subjects at (919) 966-1344 and request that the specimens be disposed
of.



